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This listing claims will replace all prio*- version?, and listings, of claims in the application* 
LlSTiNo Oh C laims : 

1 . (Previously Presented) A pliamiaceutical composition comprising from about 2 
to abou" ^ mg of microtii^ed drospircnotic about 0-01 mg to about 0 05 mg of 

1 7a-ctbinylr siividtol and one or more pharmacculically acceptable earners, the composition 
bcin^ in oi^' ; dm mi strati on form. 

2. (CANCELED) 

3. (Pfeviously Presented) A composition according to claim 1 . wherein the amount 
ordrospireri- *re is fmm about 2.5 my to about 3-5 mg. 

4- (Original) A composition according to claim 1 wherein the ethmylestradiol is m 
microni^cd -T-m or *;praycd from a solution onto particles of an inert carrier. 

5. (Previously Presented) A composition according to claim 1, wherein the 
amount of et"i nyleslradiol is from about 0 015 mg to about 0-0^ mg 

6. (Previously Presetited) A composition according to claim 1 . wherein the 
anioutit of d- c5pircnonc is from about 3.0 to about 3.5 mg and the amount of cthinylcstradiol is 
horn about f f>15 to about 0.03 mg. 
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7. (Currently Amended) A composition according to claim I. wbcrcm the 
phdntiactutK illy acceptable carrier proriiotes rapid dissolution of the drospirenonc and 1 7a- 
etliinylcstrac! ( 1. the dissolution hting determiticd by applying the USP XXJJI Paddle Method 
using a I^SP .1 ssohitton test apparaltis 2 ui a stimng rate or50 rpm. including 6 covered glass 
vessels and paddles, the dissolution media being 900 ml of water at 37X ("i5X) (±0.5**0 - and 
wherein rapf* dissolution ttieans thai at least 70% of the drospircnonc . when provided as a tahiet 
containing 5 T^g of drosipn-enone, is dissolved within 30 minutes. 

8. (CANCELED) 

9. (Previously Presented) A composition according to claim 7, wherein at 
Ica^t SOVo of 'J 'c drospirenone is dissolved within 20 mmutcs. 

1 0. (Currently Amended) A pharmaceutical kit compnsing a number of 
separately p;*w caged, individually removable, daily dosage ututs in oral administration form 
placed in D p ;t kaging unit and intended for oral administration for a period of at l e o^t 21 
consecutive ys. wherein said daily dosage units each comprise a combination of microni^ed 
dro^p^rcnt>nc n an amount of from about 2 mg to about 4 mg and 1 7a-cthinylestradiol m an 
amount fron* c'bout 0.01 to about 0-05 mg. 

1 1. (Currently Amended) A kit according to claim lo. which additionally 
comprises 7 V fewer daily dosage units containing no active agent intended for oral 
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administrate' 1 subsequent to the period of ai loaat 21 consecutive days, the total number of daily 
dosage units "J-mg legist 28. 

12- fCiifretiHy Amended) A kit accofdmg to claim 1 \ l wh e ffriti 4h e- nufiib e r ofdaily 
dosage unitg; c^ uTipnGmg the combination of dvoGpitGnono and ethinyl e stradiol is 21 . A 
pharmaccuTK ;i ■ kit comprising a number of separately packaged, individually removable- daily 
dosage units j oral ad ministration form placed in a packaging unit and intended for oral 
administrgti*- *! For a period of 22, 23 or 24 consecutive days, whctcln satd daily dosage units each 
comprise o c - ^ fibinatipn of mfcrpntzed drosptrenone in an amount of from about 2 mg to about 4 
mg and 1 7a- .:ti inivlestradiDl m an amount from about Q.Ol to about 0 05 mg . and wborcin the a 
number of d » y dosage units containing no active agent which is ^ 6, 5 or 4. 

13. (Currently Amended) A kit - accordin g- to cloini 10. wh e rein the number of daily 
dos^itj fe unUs > >mpf46i n^ the combination of drospir e non e and e thinyl e otradiol io A 
nhan-naceutn : -j ' kit cnmnnstng a number o f separately packaged, indivtduaily removable, daily 
dosage units f oral administration form placed m a packaging unit and intended for oral 
administratif v-i for a period of 28, or a multiple of 28 . consecutive days, wherein said daily 
dosage units : tch comprise a combination of micronizcd drospirenone in an amount of from 
about 2 t ihou t 4 m^^ and 1 yg-ethinvlestradiol in an amount from about Q.Ol to about 0.05 
mg . 

14- (t^reviously presented) A kit according to claim 13. which additionally 
comprises a '^i^mbcr of daily dosage units compnsing the combination of drospirenone and 
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ethinylcstroc'c* v^^htch a tnultifilc of 2L 22. 23 or 24, and comprises a number ofdaily dosage 
units cont;iir;Tg no active agent -w/hich is a multiple of 7. 6, 5 or 4 

15. (CANCELED) 

16. CCwrrently Amended) A kil according to claim 10 whcriein theat4east 21 daily 
dosage units •.^MHprise drospitenone m an amount of from about 2 5 mg to about 3-5 mg and 

1 7tt-cthinylc' t adiol in an amount of from about 0.015 mg to abotlt O.Qd mg. 

1 7. (Previously Presented) A kit according to claim 1 0. wherein the daily dosage 
units compri' c dro^^pirennne tn an amount of from about 3 0 to about 3.5 mg and 17ct- 
cthinylestrac el w an amount of from about 0.015 to about 0 03 mg. 

1 8. (Previously Presented) A pharmaceutical kit compnstng a number of separately 
packaged, in-'ividually removable, daily dosage units in oral administration form placed tn a 
packaging ui atid intended for oral admmtstration fbr a period of at least 2S consecutive days, 
wherein at U. it t 21 of said daily dosage units compnsc a combination of micronized 
drospircnonc ii an amount of from about 2 mg to about 4 mg and 1 7o.-etbinytestradiol m an 
amount fron^ i bout 0 0 1 to about 0 05 me, wherein at least 1 but no more than 7 of said daily 
dnv,at:e unttv : mtam 1 7a-cthinyt estradiol in an amount from about O.Ol to about 0.05 mg and 
cnntam no d» ->-pirenone. 
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19. (Previously Presented) A kit according to claim 1 8. wherein tlie number of daily 
do5;age units -nrtiptising the combination of drosptrenone and ethinylestradiol is 2 1 . 22, 23 or 24, 
and wherein '1 e number of daily dosage units comprising ethinylestradiol without drospirenone 
ifr 7. 6, 5 vr ^ 

20. (CANCELED) 

21 . (Previously Presented) A kit according to claim 1 8. vi^herein the at least 2 1 daily 
dosaae units -Mmprisc drospirenone in an amount of from about 2 5 mg to about 3.5 mg and 1 7a- 
ethmyleslraG:cl in an amount of from about 0.015 mg to about 0.04 mg 

22. (Previously Presented) A kit according to claim 1 wherein the at least 21 daily 
d<\sage units .r-jmpnsc drospirenone in an amount of from about 3.0 to about 3.5 mg and 1 7a- 
ethmylcKtrad el in an amount of from about 0.015 to about 0 03 mg. 

23. -:>^. (CANCELED) 

36. (Prtviously Presented) The composition of claim 1 . wherein the drospirenone is 
it! the form c ' i prodrug of the compound. 

37. (Previously Presented) The composition of claim I. wherein the 1 7a- 
cthmylestrad'c 1 is in the form of an ester or ether of the compound. 
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38. (Previously Presented) The composition of claitn 1 , wherein the drospirenonc is 
provided tc If iHer with a carrier which is of carboKymcthylcdIulose, hydroxyptxipyl cellulose. 
hydroxy|7rc->: 'lm ethyl cellulose, gelled starch, gelatin or polyvniylpyrrolidonc 

39. (Prcviou^tly preseoted) The kit of claim 10. wherein the drospirenonc is 
provided ic i^ thcr with a carrier which is of carhoxymcthytedlulose, hydroxypropyl cellulose, 
hydroxypm^ - lmcthyl cellulose, gelled starch, gelatin or polyvinylpyrrolidone. 

40. (Previously presented) The kit of claim 1 8, wherein the drospirenone is 
provided tc :^-ther with a carrier which is of carboxymethylccllulose, hydroxypropyl cellulose, 
hydroxyprf"^ /Imctliyl cclhilose, gelled starch, gelatin or polyvinylpyrrolidone. 

4L (Previously Presented) The kit of claim 10. wherein both the drospirclione and 
1 7a-cthiny-: tra-diol are micronized. 

42. (Previously PrEscntcd) The kit of claim 1 8, wherein both the drospirenone and 
i 7a-etHinyi :.,tradiol are micromzcd. 

43. (Previously Presented) The composition of claim 36> wherein the prodrug *s an 
ester of dro ;piietione. 
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44. (Previously Presented) A pharmaceuttcal composition compnsing: 

fix>n - ; bout 2 to about 4 mg of drospitcnotic, wherein the drospircnone has a surface 
of mon Tian 10 000 cm'^/g. 

aiiot- ) 0 1 ms to about 0-05 trig of 1 7a-ethmylcstradioL and 
one < r more pharmaceutical ly acceptable earners, 
the * ■> nposilton bcittg in oral administration form. 

45. (Currently Amended) A pharmaceutical coniposttion comprising. 

fron ; bout 2 mg to about 4 nig of drospirenone. wherein the drospiretione is m a form, 
which whcr vmvidcd in a tablet containing 3 nng of drospircnone. has a dissolution such that at 
least 70% r * aid drospirenone is dissolved m <?O0 ml of water at 37'C 5X) (-0-5"O within 
30 nnniules. determined by USP XXIII Paddle Method using a USP dissolution test apparatus 
2 at a stirrir rate of 50 rpm. mdudrng 6 covered glass vessels and G paddles, 

aho:*t 0.0] mg to about 0.05 mg of 1 7a-ethinylcstradtol, and 

one T - more pharmaceuticalty acceptable carriers, 

the -.rmposition being m oral administration form. 

46. (Currently Amended) A phanraceutical kit comprising a number of separately 
packaged. ^ i< ^jvidually removable, dady dosage units in oral admintsitration form placed in a 
packaging ; rir and iritended for oral administration for apenod of a t l e ast 21 consecutive days. 
V/ herein sa d daily dosage luuts each comprise a combination of: 
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dros^t- cnonc in an amounl of from about 2 mg to about 4 mg, wherein the drospirenotic 
lias a surfacf s f^ca of more than 1 0 0<lO an^/g. and 

1 7a-* t iinylestradiol in an amount from about 0 01 to about 0 05 mg. 

47. (Currently Amended) A pharmaceutical kit comprising a number of separately 
Pcjckagcd. ii' 1 vidually removable, daily dosage units m oral administratton form placed in a 
packaging u ^f*" and intended for oral administration for a penod of aMocKit 21 consecutive da}^, 
wlicreni 5;au' <iaily dosaee units each comprise a combination of 

di'ost 1 enonc in an amount of from about 2 mg to about 4 mg, wherein the drospirenone 
IS in a Form . - vhich when provided m a tablet containing 3 mg of drospirenone, has a dissolution 
such that at ' w ^st 70% of said drospirenone is dissolved in 900 ml of water at 37°C (f^ 5"C) 
( -0.5"C) wi- H n 30 minutes, as determined by USP XXTTT Paddle Method using a USP 
dissolution ' : t apparatus 2 at a stimtig rale of 50 rpm, tncluding 0 covered glass vessels and 6 
pdddles>an<" 

1 7a- -^hinyl estradiol tn an amotmt from about O-Ol to about 0.05 mg. 

48. (Previously Presented) A pharmaceutical kit comprising a number of separately 
packaged, rci vidually removable, daily dosage units in oral administration form placed in a 
packaging va t and intended for oral administration for a penod of at least 28 consecutive days, 

whc cm at least 21 of satd daily dosage units comprise a combination of 
droi- > renone in an amount of from about 2 mg to about 4 mg, wherein the drospirenone 
hns a surfac : urea of more than 10 000 cm^/g. and 

1 7a-^:hiny1estra<!iol in an iunount from about 0.01 to about 0.05 mg, and 
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whc ^: n at least I but no more than 7 of said daily dosage units contain \ 7a- 
ctliinylestrat in ^iti amount fvom about O-Ol to about 0 05 rng and contain no drospirenone. 

49- (Curretitlv Ametided) A pbannaceuUcal kit compnsmg a number of sepitralely 
packaged, ii .Ividually removable, daily dosage units m oral administration form placed iti a 
packagiTig u -u and intended for oral administration for a period of at least 28 consecutive days, 
whe' u n at least 2 1 of said daj ly dosage units comprise a cotnbinatiori of- 
dtost ^enone in an amount of from about 2 mg to about 4 mg. wherein the drospircnone 
is in a fonn v bich when provided in a tablet containing 3 mg of drospircnone, has a dissolution 
such that at cast 70% of said drospircnone ts dtssolvcd in 900 ml of water at 37''C (-^ 5X) 
C±Q.5"Q wi : 11 ;n 30 minutes, determined by USP XXTTI twaddle Method using a USP 
dissohitio" f ;^t apparylus 2 at a stirring rate of 50 rpm. including 6 covered glass vessels and 6 
paddles, anc* 

] 7a r hi ny I estradiol in an amount from about 0.01 to about 0-05 mg, and 
whc - c n at least 1 but no more than 7 of said daily dosage units contain 1 7a- 
ethmylestnit!i :)! in an amount from about 0.01 to about 0 05 mg and contain no drospircnone 

50. (Prciiciusly pfeseoted) A. composition or kit of claim 45. 47 or 49. wherein at 
least 80% c aid drospircnone is dissolved A^^tthm 20 minutes by the stated test. 

51. {Previously Presented) A composition or kit according to claim 44, 45. 46, 47, 
48 or 49. w' t rein tVie 1 7fx-ethinyl estradiol is in inicronued form. 
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52. (Previously presented) A composition or kit according to claim 44., 45, 46, 47. 
48 or 49. wlvncni the 1 Ta-ethmyleslradiol is sprayed from a solution onto particles of an inert 
currier 

53- (Previously Presented) A composition or kit according to claim 44. 45. 46. 47, 

4S or 49. wl ;: cin the amount ordtx?5pirenone is Drotn 2.5 to 3.5 mg. 

54. (Previously Presented) A composition or kit according to claim 44, 45, 4g. 47, 
48 or 49. wl - cm the amount of 1 7oc-ethmylcstradioI is from 0.01 5 to 0.04 ni§ 

55. (Previously Presented) A composition or Isit according to claim 44, 45. 46. 47, 
4s or 49 C01 »nri£;iny a carrier effective to promote dissolution of drospirenonc and 
clhinyte.«;trat ) ^1. 

56* f Prcviotisly Presented) A composition or kit according to claim 55 wherein said 
carrier is v^'^ v inyJ pyrrol idone- 

57. {Previously presented) A pharmaceutical kit comprising a number of 
separately p kaged. individually removable, daily dosage units in oral administration form in a 
packaging r:i t. including active daily dosage units which comprise a combination of micronizcd 
drospirenor^ in an amount of from about 2 mg to about 4 tuji and 17a-ethiny] estradiol in an 
amount fro^ i about 0 01 io about 0 05 mg. wherem the kit is adapted for administering active 
daily dosa^ -Uiit^; for multiple cycles of 28 consecutive days each, followed by admmistering the 
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acti ve daily Insage units tor 2K 22. 23 or 24 consecutive days and subsequently administentig 
daily dosagL mils containing no active agent, or ^idministenng no daily dosage units, for 7. 0, 5 
or 4 consec 1 ' vc da>3- 

5S. (Currently Amended) A phatmaccutical kit compnsmg a number of 
sepiiratcly p,u kaged. individuaity removable, daily dosage units in oral administration form in a 
packaging v ^ t including active daily dosage units which comprise a combination of: 

drof--* renonc in an amount of from about 2 mg to about 4 mg, wherem the drospirenonc 
is in a fortn which when provided m a tablet cotitaining 3 mg of drospirenonc, has a dissolution 
such that at -t ast 70% of said drospirenonc is dissolved in 900 ml of water at 37°C 5°C) 
(t O.S'^C) t in 30 minutes, as determined by USP XXIII f addle Method using a USP 
dissolution 'c<Jt apparatus 2 at a stirringrate of 50 rpni, inctndtng 6 covered glass vessels and 6 
paddles. aii'' 

1 7a cihinylcstradiol ni an amount from about 0.01 to about 0 05 mg, 
wht t in the kit is adapted for administering active \ke daily dosage units for multiple 
cycles of 2 - von'iccutivc day<i each, followed by administering active daily dosage units for 21 . 
22, 23 or 2- ;onsecUtive days and subsequently admmistcrine daily dosage units contmnmg no 
active ageiv . or administering no daily dosage units, for 7, 6- 5 or 4 consecutive days. 

59- (Previously presented) A phamioceuttcal kit comprising a number of 
separately ckagcd, individually removable, daily dosage units in oral administration form m a 
packaging vnL including active daily dosage units which comprise a combination oft 
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drosr t cnonc in an amoant of from about 2 mg to ahoat 4 mg. wherein the drospirenonc 
has a surface ;!rca of more than 1(1 000 cm'^/g, and 

1 7(i 'Mimylcstradiol m an amount from at^out 0 01 to about 0.05 mg, 
^vhc- '^ n the kit adapted for admimst&ring active daily dosage units for multiple cyclc-i 
of 28 conso i^Uve days each, followed by admmistering active daily dosage units for 21 , 22, 23 or 
24 consecut A c days and subsequently admniislcring daily dosage units containing no aclivc 
agent, or ad-nimslering no daily doi^age units, for 7, 6, 5 or 4 consecutive days- 

60. (previously pfe$cnted) The kit according to claim 57, 58 or 59, wherein the 
multiple cy: i of 28 consecutive days each is 2 to 4 such cycles. 

61 . (PrcviotJsly presented) A composition or kit according to claim 44.. 4$, 46, 
47. 4R. 49. 58, 59 or 6{) wherein the amount of drosptrenonc is from about 3.0 to about 3-5 
mil and the 1 7^ounl of ! 7a-ethmylc5tradiol is from about 0 015 to about 0.03 mg. 

62. (Previou<tly presented) A composition ot kit according to claim 1 , 44, 45, 
40. 47. 4$. V). 57. 5^. 59 or CO, wherein the amount of drospirononc is from 2.5 mg to 3 5 mg, 
and the an^ umt of 1 7a-etlnny1estradiol is from O.Oi 5 mg to 0 04 mg, 

63. (Previously presented) A composition or kit accordmg to claim K 10. 1 8. 
44. 45, 46. X7. 4R. 49. 57. 5R. 59 or 60 wherein the 1 7a-ethiny]estradiol is provided in an amount 
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of from ahov' XO 1 lo about U O^ mg and t1ie drospiretione is provided iri a form whereby the 
drospirenonc i - exposed to the gastnc environment upon dissolution. 

(Previously pt-esctited) A compositioTi according to claim 1, 44 or 45, 
^^'heteitt the c j nposition is provided m a tablet, pill or capsule oral dosage form. 

65- (Previously presented) A kit accordinjg to claim 10. 1 8. 4(3, 47, 4S, 40, 57, 
58. 50 or 60 v lercir the daily dosage units ai^ provided in a tablet, pill or capsule oral dosage 
form 

66. (Previottsly pre^eoted) A pharmaceutical cotnpositton comprising about 3 
mg of mtcro^ \ *cd drospircnone. about 0.03 mg ofmicronized ! 7a-ethinyleslradiol, and one or 
more pharm;'o ^utically acceptable earners, the composition being in a tablet oral administration 
form 

67. (Previously presented) A pharmaceutical kit comprising a number of 
separately ppc caged, individually removable, daily dos^age units in oral administration form 
placed in a p K kaging unit and mtcndcd for otal administration for a period of 28 consecutive 
days, whereof 21 of said daily dosage units comprise a combination of micronized drosptrenonc 
in an amount t^f about 3 mg and micronized 17a-cthinyl estradiol in an amount of about 0.03 mg, 
and wherein ^ of said daily dosage units contain no drospircnone orl 7a-€thinylcstradioL 
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ftS. (Previouslv presented) The composition of claim 36. wherein the prodrug 
is an ester c " irospitetione- 



6^. (Previotjsly presented) A kit according to claim 13. which additionally 
comprises i ty dosage untts compnsing Ihc combination of drospircnone and ethinylestradiol 
lor 2U 22. or 24 consecutive days and subfiequent daily dosage units containing no active 
agent for 7. ri 5 or 4 consecutive days. 
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